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Applicant earnestly solicits early and favorable action by the Examiner on this 
application. If the Examiner believes that issues may be resolved by a telephone 
interview, the Examiner is respectfully urged to telephone the undersigned at 212- 
801-2146. The undersigned may also be contacted via e-mail at r2ucidl0e@gtlaw.00m. 

AUTHORIZATION 

The Commissioner is hereby authorized to charge any fees which may be 
required, or credit any overpayment to Deposit Account No. 50-1 561 . 

Respectfully submitted, 
Greenberg Traurig LLP 



Date: December 11, 2002 




Attorney for Af^pHcants 
Registration No. 31,000 

GREENBERG TRAURIG LLP 
885 Third Avenue, 21st Floor 
New York, NY 10022-4834 
(212) 801-2100 
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20. (Amended) A food supplement for restoring compromised reproductive 
function comprisinlafoodandan^^ extract of Withania 

somoiferi Dunal. wherein the extract contains not less than 1 wt % of alkaloids 
"""^ -'llessjhan 1 wt % withanoHdes. 



Please add new daims 3l56asfoijows 



(New) The composition ot claim 



extract 




32, (New) The composition of daim 16, wherein the extrad is an alcohol ^ 
extract 



33. (New) The composition of daim 32. wherein the alcohol is ethand \- ^ 

V 



34. (New) The composition of daim 16. wherein the reprodudive function is \ 
sperni count in a male subject. 



35. (New) The ^mposition of daim 34. wherein the extract, is an aqueous 
©xtrsct, 



36- (New) The composition of claim 34. wherein the extrad is an alcdid 
extract ^ 




37. (New) The composition of daim 36. wher^m the alcdid Is ethand. 

38. (New) Thefoodsupplementofdaim20,whereintheextradisan 
aqueous extract 

4a (New)Thefbodsupple™ntofcl*r,39,*he™intheata*olis^ 

(N«) ^^. cc«,po^claim 20. wherein *e ^ducSveft^ 

sperm count in a male sd&ect. 



«^Th. food supplement Of ol«m 41. wt^rein the „ aqueou. 
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43. The food supplement of daim 41. wherein the extract is an alcohol extract. 

44. The food supplement of daim 43. wherein the alcohol Is ethanol. 

45. (New) A method of restoring male reproductive function compromised by 
an endocrine disturbing diemical comprising administering an effechWamount 
of an alcohol and/or aqueous extract of a root, leaf or whole plant of Withania 
SSTDDte Dunal to a male subject in need of su* treatment, wherein the extract 
contains not less tliian 1 wt % of alkaloids and not less than 1 wt % withanolldes. 

(New) The method of claim 45. Wherein the male reproductive function is 
sperm count of a male subject 



Restriction RRqiiiromQnt 

The Examiner required restriction under 35 U.S.C. §121 to one of the 
following inventions: Group I. daims 15. 17, 19. 23. 24. 27. and 28 drawn to a 
composition comprising mhania sominifera and a method for restoring 
compromised reproductive function with said composition, and Group || daims 
16 18, 20. 21. 22. 29 and 30 drawn to a composition comprising an extract of 
mhama somMera and a method for restoring compromised reproductive 
•unction with said composiban. 

In the OIBce Action of September 10, 2002, the Examiner noted that a 
provisional eleCoft «, made ^ trave«e to proseate the' invention of Group 
N. Claims 16, 18. 20. 21, 22, 29 and 30 dunng a telephone conversation with 
BiSene R^*, on »1»02 and requited ««, applicants a«irm the provisional 
ela^Kn with traverse to continue prosecution for the invention of Group n 
ApplBants herat>y comply wim the Examine,^- request and elect the invention of 
Group II. claims 16, 18, 20, 21, 22, 29 and 30, with traveree. 

"^'^"^ »iaf ,he« is no subrtanSal difI«no, between the 
effecte of the plant and its extract on compromised repraduotivefuncli;^ Both 
^ Plan, use., which v^lous t^redients, and the extracted in„ed,enU 

When admrnistered to a hanan ^ in need of such treatment can make 
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wrther requested to examine all graups in one appBcaSoa 

^'l*' 31^ "K"^" Claim composHione and n»»xx„fcr^C„ 
™.e rep^ve *«icn „mpro™teed b, a„ endo^ne mu^ ^ 
w* an aiooM and*, waiar e^^c c wm^, whe^in 1^ 

™» new cla™ therefore ere included witHn elected Group II. 
3SU.Sn ^^^gr^if^nn 

that ,hel'J!TT 20, 21. 22, 29, and 30 on g„und 

^CZ" "^^^ ^ a., to .aK^and ueet 

"^ition/method con,prt*« any extract of w for «^„a 

<»^»«i reproductive ftjndion because that wnu,,. r 

experimenlatloa "^'^ 

to rend^'.!!'" ''"^ is » broad a, 

v««)uld actually Increase reproductive function Th. Pv. 
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22 '^"^ ^'^^^ upon grape 
^ respecve ^ ^ 

»- tun, wou« pos«,s vaiying phannacol=8i«| pr„perti« based upon «i.ir 

"MpectivephytoohBmical constituents. f"> TO"- 

The Examiner furtt^r eHeged that tt,e deims ere m enaWed for "^rtoring 
«P™**e ft^netion- l«ceuse the data seeming ^ lability and reproduj 
n-ure of the spe„„ is unconvincing. First, the Examher alleged that there is no 
«*start.al diffe^r^e in the motile spem, rate data In table 6. Second the 
e«™ner a«e8ed that no nexus has been established, eHher In this ^loalion or 
- pnor art, be^veen W. som^r-^era's abinty to irxrease spenn count and any 

kT Th«l the Examiner aaej 

^at alth^sh som/o*^ may increase sperm ccun^ the viabiotyl, 
^productive nature of the spem, is h^ questional, based on data In 

application and data In L C Gam snrtnr o n. ""'n ms 

*. u u fara and G.C. Panraar, Planta MMi^ 
(1995), Which Showed that mice fed so™,™fe« had daa^ ifaer size and 
e»anjnHs^lnfertilily rate. (Table 1, p. 47). 

1^ B<am-Ser further atlefled that claims *aw, to pharn^ceutlcally 
«»^ie ««,pos,,ion, and to methods of «».inis,e„ng compounds to humans 

^r«^»suppo,,,ngevi*ncebeoauseo,theunpredictabi,«yinbK>log,cal 
fesponses to therapeutic treatments. 

can be overcome by demonstratina by a,9ument 
an*or e^denca, tha, at t,» «me o, «ir«, a skKled ertsan would be all to 

^ledmhe art. a ^ evidence sutxnltted must be reascnabV .eWed U> the 
««>pe of the mvention claimed. '«"raine 

The Examiner admits that the specWcation is er^bled for a composition/ 
an ethan,- or water extras Of ima,^ so™«fe«. 
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16 and 20 have be« «™„ded to mc« specifically ctei^ 

«>d/oraq«eousexb«teo,M,.«,„Mfe«ou™i. ApplcamsWherdirecm. 
Baminef, attenfcn to new cWm, 31^7, whfch depend dlrecSy or Indireaiy 

f™nctalm16,andn«vdai«»3»44whi*deper«id,Bcayorindi,ec«yft«. 

K ^-^^ ^ne.. a«enBon to new .e.hod Cain, 

ctam, a method of restodng ^ ™p^^ c«np^ 
by an endocrine dieluming chemical compriaiha administering an effective 
amount Of an alcohol an*or aqueous exl«et of a root, leaf or whole plant of 

the exlrac. «>ntain. not less than 1 *,% of akaWds and not tess than 1 «,% 
wilhanolldes. i m /» 

than 1 !ir! l«» 
than w. % of alkaws and not ieas than 1 w, % withanolides. Exa„^ie 1 in the 

spscfication provides a worthing example Ibr obtaining the extract of the 

^sas para. 1. As for the elective «ount of »„ extract the specification 
*^.hat for example, 

■^ofc.iog. InaddittoamTestExampteslandZ, experir^tsare 
earned out wlth 100 mgftg or 500 mg*g of W. somlnlfera exfracts. 

A,^ effWiveness of W. ^ ^ 

^ test ««mples 1^ show the etfact^eness of w. som^e extracts w,«, 

• ^ "''""^ «^ Tabte 6 ^spla^ data 

2^^e« «^ treated ^th >V. ^„ 

^splayed an Increased spem. co« as compared to g^p 
^chon^,«oe„,ed,heguma,ablccont,^. V«,ite the Examiner alN^thL .he 
^ P^sented in the app„ce«on c^»^ ^ ^ ^» 

^a .her. ^ no s^Kican, ^ 

^ rate » no, an important parameter, P«tV because tt« «e coUd t,cJe 
""asionaliy even if the spemi count is less. 
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■UK Examte further aBeged that any dams » to the viability and 
reproduoBve naUira of .ha spem. is highly quartionable based on data In Garo 
^6xam^.sc«,parison based cn^i, i-««xopdate.m. Siffl teaches 
»«. m,ce fed 26 mg dosas Of l« „ot powder Show im^ 

behavrar.dacraasad litter Size and infertile. However, no a*act of the root was 
P"P"«i. present invenlion, rats were treated with 100 maflo of a IV. 

somiotera adiaa The nxrt a«aot p^«d as described in the present 
1^ "'""^'^ "™'^» Phamn-cologta, properties based upon its 
PWochanHcalconsatuents. Ssa Revaia, at a... ii5gnaFood£San. 46 4592- 

.. r*' '^'*^"^'^™'P™*''"SaB Is a different composition 
ditferant pham«cologioal properties. The^. „ « inappropriate 

compa™ the data in (5aia to that disclos«. he,ein. Ssco,^. Garg relates to 

«^rimen^ with nonnal animals. In ^ ^ present invention .arrets male 

Applicants fiwelore urge that the effectiveness Of Mr. W,ftn,ex.™^ 
w-lh regard to restoring compromised reproductive furcfon is neither 
questonable nor unp^jctable. Shoe a s«»ed artisan ««ld no. reqUre undue 
«,«nmen,a.lon .o make and use p«,« ^ 
the enaUemen. requirement 

Tl>a Bcaminer further admits that tt» speoilicaBon is enabled for a 
"mpositlonftnelhod coraprtsins «. ethanol crwater e«trac of vm^ni. 

for inoaashg spem, oo»t Claims amended to claim a composition 

^em«a.*.r.,b,„«^<,^enabted. Ap,.,c^ dree* the Examinees attain 
^a^ 34^7 Which daim a compos^i^ ,„ 

2^ve ^ comprising an ^cohd and/or aqueous exUaC of Wnharta 
-dno.,ess«,anm%wKhanr.kfes,andwf«,ein»ereproduc«vaf^onis 
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sperm courrt in a male subject Likewise. Applicants direct the Examiner's 
attention to new claims 41-44 which daim a food supplement for restoring 
compromised reproducfive function comprising a food and an alcohol and/or 
aqueous extract ofWithaniasomnifera Dunal wherein the extract contains not 
lass than 1 wt % Of alkaloids and not less than 1 wt % withanolides. and wherein 
the reproductive fUncBon is sperm count In a male subject. Further. Applicants 
direct the Examine.'s attention to new claim 46 which claims a method of 
restoring male reproductive function compromised by an endocrine disturbing 
chemical comprising administering an effective amount of an alcohol and/or 
aqueous extract of a root, leaf or whole plant of y^fithanjasom^ Dunal to a 
male subject in need of such treatment, wherein the extract contains not less 
thanl wt % of alkaloids and not less than 1 wt % withanolides, and wherein the 
fnale reproductive function is spemi count of a male subject. 

35 U.S n. 61 Q2 R6ien»nn>» 

■me Examiner alleged that Claims 16. 18, 20, 21. 29 and 30 are 
^cipated under 35 U.S.C. §102(a) by the artlde by AbdeWWageid et al J. 
^thnopharmanotony 75: ^A (2001) and that the composition was well know.^ in 
the art Abdel-Magied allegedly teaches that aqueous extracts from W. 
somsnOBta, administered as an aqueous solution to the stomach via a feeding 
tube. Increase sperm count 

Applicants have amended the spedficatlon to make a dalm for the benefit 
Of an eariler filing date under 35 U.S.C. §119. The present Invention met the 
requirements of 35 U.S.C. §371 on November 8. 2001, and claims priority to PCT 
international Application PCT/jPOG/02940 filed May 9. 2000. whldi in turn daims 
the benefit of an international filing In Japan on May 10. 1999. Thus the Abdel- 
Mag,ed reference is not prior art because the earilest filing date of the pn^sent 
appl.cationisbeforethe2001dateofpublicatonofAbdel^^^ Moreover 
^el-Magied does not dlsdose or suggest that the extract of W. somM^ is 
effective .n restoring male reproductive funcUon compromised by an endocrine 
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disturbing chemical according to the present invention. Applicants therefore 
request that the E^^mlner withdraw this rejecHon. 

The Examiner further alleged that claims 1 6. 1 8, 20 and 21 are anticipated 
under 35 U.S.C. §102(b) by U.S. Patent 5.83,698 to Chavali et al.. and daim 16 
by the abstract of Rao. et al. Indian J. Ph;,rm.. putical Srtenr^. 40(6): 236^7 
(1978). Chavali allegedly describes a procedure for the aqueous extraction of W 
sommrfera roots to produce a pharmaceutical composition which was then filled 
•nto gel capsules, which would have been consumed (col. A, lines 47-59) Rao 
allegedly teaches ether and ethanol extracts of IV. somw^era. 

Anticipation requires that each and every element of the claims be 
disclosed, either «cprBssly or Inherently, in a single pnor art reference or 
embodied In a single prior art device or practloe. MPEP 706.02 and 2131 There 
must be no difference between the claimed Invention and the reference 
disclosure, as vie^d by a person of ordinary skill in the field of the invention 
gee Scripps Clinics Res. FnunH . n.^r.^.^^ 937 F.2d 1565 1576 18 
U.S.P.Q.2d 1001 (Fed. Cir. 1991). Although absence of any claimed element 
from the reference negates antidpation (see KlosterSee edsteel AB v Cmnfhi. 
\^ 793 F.2d 1565. 1571. 230 U.S.P.Q. 81 (Fed. Cir 1986)). an unclaimed 
difference will not avoid antidpation. See SSIH Eouin a y . unfe^ 
718 F.2d 366. 377. 218 U.S.P.Q. 678 (Fed. Dir. 1983). The discovery of a 
previously unknown properly or use will not pemilt the patenting of an oW 

P-*^^ See Harris Corp. vIXYSrorp 114 F.3d 1149. 1152. 43 U.S.P.Q.2d 
1018 (Fed. Cir. 1997). •''•w.^a 

Applicants uige that the daims of the Instant application are patentat^y 
distinguishable from the dted prior art Neither of the references dted by the 
Examiner disdoses or suggests that an extred of W. sominlfera is effective in 
restonng male re^duc«ve funcfion ^mpromised by an endocrine disturbing 
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First the Exanrtna,-. Waprelatlon <rf Rao I. lnoon«t Rao teaches that a 

powdered form <* W «»«/nS%« was adminw«ed orally and ethanol and ether 
«*act» of W. «o«toB root, were administered intiepertioneally to male rats 

W SDmi**« at 800 rnflfl^ produced a iteffii in the sexual behavior of male 
rats (including hcmosexuai mountina, sniflins. lylr>B over one another etc) 

Since Rao does not dl«*»G a composilicn for j^tortna compromised 
rsprodudve ftmc^ oomprislns alcc4«l and*r aqueous ext«Ss of mh^„u, 
'onM^ Dunal. .Wherein the extract contains not less than 1 w. % o, alkaloids 
end no. less 8,an 1 wt % withenolides, it does not anticipate emended dalm 16 
or new composition Claims 31^. Sin« Rao does not disclose e composlUon 
for restortng compromised reproductive firction comprising alcohol and/or 
aqueous of vmanla somWfen, Dunal, wherain the extract contains not 

less than 1 wt H of alkaloids and not less than 1 v« % withanolides, and wheiein 

*e rsproducJive ftinctk« is spem, count in a male sul^ect, it does not ant^ 
new composition claims 34-37. 

Furthemwre, for Rao to be applied as a written publfcation under 35 
U.S.C. §102(b). it must meet (he disdosun. lequhements of 35 U S C §112 
para. 1. Each of the W. somintem extracts disclosed m Rao Is a different 
product With unique phem«oologfcel properties based upon Hs phytoc(«nkal 
oonstituems. gee Revilla, etal. J. Aodc Fond f^h^ ^. ^ .^,3^. 

«<r=ct turn is a different pro*rt ,™m the IV. som«»a ^ 

Rao. Ra, does not teach or disck«e which Of these different products produced 
the Observed re«* Rao's <teclc«ire Is hsutifcient to allow a skilled 

-nsdosed. 1,^, Rao,does 

notsati6fy35U.S.C. §112para. 1. 

Cl»m 1 .^.he Chaval, «fcr»« rsqu»s the. com^slo^^iSr-e^S^^' 
prepared from six vadeties of herbs, each present In a physiologically acceptable 
a«™« ^ '*«=»i'=ation teaches the advantages of that oombk«tion- It 



taiedlraii<!l2Sl82«>>a4/i4M«i:Bnija!imDi^Ilni^ 



04/14/2003 16:41 GREENBERG/TRflURIG ^ 99921«692692«17037465305^ 



NO. 



descnbes a formulaOon comprishg an hertal aqueous edrac. prepared fmn a ' 
afflbMfian Of species of Smtog r»xapo«, r«t«//<^ and 

2in9-6«-and as use. alone or as an hflredtonl in foods and beverages to reduce 
and alleviate simptom. assoaated with rt«umatold arthrtd,, osleoarttrtis and 
r^adive arthrita, and for nsducing the producSon of pioinfiamn«to,y cytokines 
T»» tem -extratf is del»»d as a concentrate of aqueous soluble plant 
components from tt« portion of the plant extracted and can be in aqueous or 
povwiersd Ibra,. The extracts fhxn each he* are adatoed together in 
physiologically acceptable aftwunts. 

Since Chavali does not disdose a composMon for restoring comp«.mised 
-^Praductiye function comprising an alcohol or aqueous extract of vm^nb 
«m»mra Dunal, ,*erein the extract contains not less than 1 wt « of alkaloid, 
and no, less then 1 „, % withanolldes, it does not anticipate amended daim 16 
or now claims 31-33, which depend from amended claim 16. Fu,*er since 
Chaval, does not dsdose a composition for restoring compromised repreducSve 
funclK^ comprising an dochol cr a^ous extract of vm^ so««fe« Dunal 
whers,n the extract contains not less thani wt % of alkaloids and not less than 1 

*t % withanolides, and Wherein the reproductive lunctfon is spem. count in a 
male sul^ » does not antkSpate new claims 3«7. Further, since 
does no, disclose a food supplem«* for restoring compromised reproductive 
function comprising a food and an alcohol or aqueous extract of wmank, 
sommmra Dunal, wherein the «*acl contains no, less than 1 w, H o, alkalokls 
and no, less than 1 wt % wfthanolWes, K does not antkipate amended daim 20 
or new dams 38^0 whfch depend t™, data 20. Fu„r«r. since Chava. does 
not disdose a food supplement for restoring compremised raprxxJudive ftindion 
oomprising an akxiM or aqu«»i, extract of m,^ scnM^ Dunal, w^«rein 

ttieexttact contains not less than 1 w, « Of alfa^olds and no, less than 1 *t % 
w*,anol«ies, and ^ ,h, rep^iudlve R,nc«cn is spen. count in a male 
subject. It does not anficipate new claims 41-44. 



II 
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Applicant earnestly solicits early and favorable action by the Examiner on 
thrs application. If the Examiner believes that Issues may be resolved by a 
telephone interview, the Examiner is respectfully urged to telephone the 
undersigned at 212-801-2146. The unders'^ned may also be contacted via e- 
mailatrzucldloe@gtIaw.com. 



AUTHORIZATIOM 



The Commissioner is hereby authorized to charge any fees which may be 
required, or credit any overpayment to Deposit Account No. 50.1561. 



Respectfully submitted. 
Greenberg Traurig LLP 



Date: December 10, 2002 




EWtiE 
At^( 



t^EUE C. RZUtlDLO 
^ leyforAppltents 
Registration No. 31.900 

GREENBERG TRAURIG LLP 
885 Third Avenue, 21st Floor 
New York, NY 10022-4834 
(212) 801-2100 
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Amendment 

16. (Amended) A composition for restoring compromised reproductive 
fiincOon comprising an agueous and/or ^innh,M extract of Wrthania somnifera 
Dunal, y^fBm the extract ront<>ins not Ips... th^n i wt % of alk^tniHc .^h 

than 1 Wt % WithgnnliHQ.y 

20. (Amended) A food supplement for restoring compromised reproductive 
function comprising a food and an aqueous and/nr ai^i extract of Withania 
somnifera Dunal. wherein th^ ^ ,^,3 than 1 ^ nf 

and not (ess than 1 wt % wrthann[|w^«> 

31. (New) The composftlon of daim 16. wherein the extract is an aqueous 
extract. 

32. (New) The composition of daim 16, wherein the extract is an alcohol 
extract. 

33. (New) The composition of daim 32. wherein the alcohol Is ethand. 

34. (New) The composition of daim 16. wherein the reproductive foncUon is 
spenn count in a male subject 

35. (New) The composition of daim 34. wherein the extract is an aqueous 
extrad. 

36. (New) The composition of daim 34. wherein the extrad is an aicdid 
extract 

37. (New) The (pipositron of daim 36, wherein the alcohpl is ethanoL 

38. (New) Thefoodsuppiementofdalm20.whereintheextradisan 
aqueous extract 

39. (New) The food supplement of daim 20. wherein the extrad Is an alcohol 
extract 

40. (New) The food supplement of daim 39. wherein the alcohol is ethanol. 
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41. (New) Thea)mpositionofdalm20.v^ere,nthereproductivefunc^^^ 
sperm count fn a male subject 

42. The food supplement of dalm 41. wherein the extract is an aqueous 
extracL 

43. The food supplement of claim 41. wherein the extract is an alcohol extract 

44. The food supplement of claim 43. wherein the alcohol is ethanol. 

45. (New) A method of restoring male reproductive function compromised by 
an endocrine distuning chemical compris.ng administering an effective amount 
of an alcohol and/or aqueous extract of a root, leaf or whole plant of Mjanja 
mi Dunal to a male subject In need of such treatment, wherein the extract 
contains not less than 1 wt % of alkaloids and not less than 1 wt % withanolides. 

46. (New) The method of claim 45. wherein the male reproductive function is 
spenn count of a male subject 
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